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2. INDICATIONS
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Salely Mecouss & Cther Chincol Events fo & monde. :
niicapiiol MNCE |[Darih, Crivtl, TIR, A% (2.0, 71%) 1473250 2% [1.3%.5.2%] (9/3271 165 LYK, 140

I0YE 7%, 1393]{33/9271  S2N9% 10N

06K W0.1%, 2.2%] (27327 1.2% [Q5E, 29%)

0K 0K I7RE3/727 T QORHLSK LS
403 [282, 781 18/327} 133 |22, 435
15X (05X, 3.5%) (57327 00% 6238, 11K

MACE = s Advese Cordioc Event: Death, G -wor o non(3
wous W, emergenl CABG, of kar get lealon revasculodzoion.
TR Fme = Fapedan fom jorgel lxson reveancukonzioton,

TvRFron = Freadom kom lagel vessel sevenculordzaton,

TVFFmie = Frpadiom rom death, ML, and sor et vasl
arvsculanizotion

ml‘ - i lduw £+

siwncab <50 {ly GCA) withow use of o devica cutside of the
ausignod recmend srciegry. F no inslont mecusrements wars

wiloble, inlesion warn used § no GECA wos
arvaikable, visuol ettt wers wind.
Acute Procsdee Success = Achl nl ol o lnal epsiceal

diametar stencsis o <50% uaing ony pescuioneoss method ond
na inhospilal MACE [decth, G wave M), emugent CABG, and
TRY. ¥ ao QICA was ovailabie. viewol eskmoses were wsed, ond 1
N0 nstend ware avoilable, Inlesion

wearre wend.

InHoapial MALCE = Dicily, G weees B et nond woss,
emegyenl CABG, or onget kuion revasculodzosion pricr 10
Swapil dizchange.

Out-chHospil MALE = Dwath, G wove Ml or non wove,
amogent CABG, o torget lesion revasclarizofion ofter haspiiol
dischorge ond toowgh 180 days.

Binadng Complcoions = Temshaion of blood praducts due 1o
blaod ks rom dhe p korizasion procedre.
VA = Acvie seyrilogicd deficts seconded by the dinicol she
theat pseaisterd 24 Yecners.

Vomculor Complicolicas = Hemaloma of ncorss sie 4 om, foba
ameerysm, AV laivic, seropeiionsal bleod, pedphen
inchemic,/nene injury, procadure nekoted ranshusion or
wmcybar suegicol repok.

Siont Theomboss = Angiogrphic: thrombus or subacus dosrs
within the stented vexsel, or any dealh sl ctiboled Ko
noncordioc couse in the absence o docurmsnked anglog raphic
sient patency within tha first 30 doyz.
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Figure 2. Sundual Free From Torger Vesss! Falure
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Table 5 Principol Elecivaness and Solety Rassda 10 30 days for

BeSiand 2 Ragisny [N=227 Posionts)
Percent {95% Conlideace lnisevol] [MNumbad
EFlcticy meavwmes BaS™ 2 Pabncrt-Shealold
[N=TIF Potats) %%f?m

[ 03.2% [O1.5%, 974X] |216/727) LR S07L Baran
PR — VZIE 4T, 0.3 (222/22) S6.IX 937X, 98, 1K) [315/327
PoatFrocadum bnSeet MLD (s ses]
Maon 150 i) 2213046 (324] TRGEDAL [321)
sz ye] {275, 287) (176 285)
Sange bwin, mee] [95% 01) {140, 415] (164, 431]
Pt Procadias WrSienl % DS
Maan 508} 1B%E96% (224 . AgEEI0SE{a2))
foss oy 125%, 5% [anx o1%)
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-miﬁ)NNS'IO]M ot ed o 1AL 2w 213 FILOPR (3271[1.2. 1 4]
Eonge bmie, mow] 00,00 foae o
Il'lﬁh.-d M0 day 9% [P8.4X 100.0%] 5T 72X o]
[TiRdras of 30 days . 9575 [ea 7y, 1000%] IBSTIOTIX, PON%)
TVF-ien 0l 30 darys 0b.4% 9121, M 56X] H60% [P1.9%, 94.11]
Schoty mecses & Crher Chniced Evanh io 30 doys
i oapiicl MACE {Dacth, GRAL TWE,

CABCH 2.7% 0%, 50| 15/ 8% (13X, 52X 0227

MACE [Owath, Qi TYR. ’

CABG) w 30 days 1.3% 03X 2.8x] 3/22n IR GIX, 11X) (47327)
Blaading Complicomt ) 155 05K 4.5%] [4/227] 06X [0LI%, 2.2%] (2/327]
JCVA 18 30 doys Q0% J0.0%, 1.6%] 0/227) 093 0L.7%, 273 (327
Momcubor Complicmons X (0.0, 2.4X) [1/227] A% 22X 705 {10/327]
Staerl Thiambosis i 30 days 09X DAL 112 27227 15T 05X, 1.52] (5/327)
MACE = Majar Advene Casdioc Event: Dacth, G wom ornon) hospiee? descharga, )
wave ML, emergent CABG, or irged ulow revencularizokon. OuwrolHospial MACE = Daath, G wove Mi of nonG wave,
TLEFranm = Frsumtom lrom icmgel lnalon mewascubor pokion, emangenl CABG, o \rget hesion h alter henpial
T¥R+Free = Favadom kom iarget vessel sevoncilosizalion. ﬂ-dnpmdd-wgtlﬂodq;
T¥F-fsen = Frondom kom deak, M, and torgel weasel Bleading Comngricoions = Trmed of blood prockicts duw 10
wrcscularizoion blacd ko from the perc revascuknizaion procedure.
Devion S = Achi of afinal seddual d CVA = Acule nawrological deficits reconded by the cliscd skes
sencuis <50% [y GUA] withoul use of o device outide of the tharl pocsistad > 24 houn.
mmwiwmmm Voncukar Compl - H { >3 om dor BaSeen 2

ble, inlesion wewn wead. I we: HCA wem pdﬂlmd“thSMHums\Vﬁﬂuh
owilabile, visuol asfmales wens ssed. | blaed, p Iamics,/ nerva njury; § o
Acvia Procedes Secosa = A t of a finol vesdual Mmamhmﬁdupd
diamwier sierouis ol <50X using Gy pescuboneout sehod ond *Due ko g dillesence in delinMon for b [ tha

no ivhowsal MACE [death, G wone M, smasgent CASG, ond BEST amd BaStenl 2 trigls, & 'was confirmed thal none of the
TYR]. K ac QXA was ovaliable, viswa estimaies wess veed, and i mlwm-plmﬁnuhduﬂdhdwduluwu '
7o inslerd wms crvcsiboble, Indesio Stent Thwomt . bous or b donrxe

et usad. Mhamﬂnnal.uwd-dudaﬁbwdmc
In-Hospiial MACE = Death, O wove M or nonG wawe, nan-cardioc couse in e ohience of documented gagiog mphic
emengent CABG, or lkarget besion revascuksizalion prior ko et poency within the fiest 30 doys.
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Table 6. Survival Free from Target Vessel Fallure
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7 PATIENT SELECTION AND TREATMENT

71 individuclization of Tescimant

Tha rizks cmed bewelis dwscribwd abowe should be conefully congid-
wted hor moch poiest belom v of BeSiwn™ 2, madodon
facton jo be amseasd shauld ncude o jud g risk

Pofents with mcant acyia myoooedeal infosclion where
thawe is wvidance of trombus or poor Rowe
mﬂmm
I'MI ' A o d i

4 ~ah

], or kaser L 3, b3 ol inslonl donosiy

dpru‘ulguduﬂcnquhlm SHWMBMM
nd In thoam poskane of kgl viok of blands
mmﬁmdyoﬂngﬂﬂaapepﬁcdc«dm“m
Comoindications).

P Lo L

thot b hnsldpwiﬁdmhu
ﬂuﬁi:dmmyldudlubypmmkﬁublu
maliius, renal ollure, and sever cbesy} should be teviewed,

Thecwnbals lollowing stent imploniason i offecied by aevesol
beryalires angiographic ond procadool focton. Thee iachrde ves-
ﬂdhmmhlmﬁﬂmwmm
Mh«uﬂfamblmm:mm

cobenis that have undeng y stenling. the persiswnce of
u%u%hwumhhw
thrombotic eackaion. These pofiens should be monliomd vary
* cosefidly diriag the it monsh alier et implasiation.

72 Use n Speciol Rapuiotons

Tha skety ond eflachvmess ol tho BeSin™ 2 have not been
uhﬂwu
mwﬁmw\mﬂdlﬂnﬁudhhﬂﬂe
Pokewts with ¥ o iy reh wersel di

€30 mam

TFotrey with lasiom kycomed i the unprotecied leh maia
comncary crery, amol lesiom, or lsions locoted of o
bihurcoton

Potents with difuse disec or poor oullow disial 1o the
ientiled lasions.

mmmmmm

Iunndhtcnulcbu\od

8. HOW SUPPLIED

STERUE: This chevic b5 swilizmd with sxbeom rodiokion. Bis
inlended for single wee only. Monpyrogenic, Do aot v ¥
pockoge b apenad or domogad.

CONIENTS; DOue |1 Medronic AVE BeSien™ 2 with Discrels
Tocknology™ Overdhe-wire Coronory Stent Delvery Sysiem.

STORAGE. Stcre ina caal, dry, dark place,

9. CLNICIAN USE INFORMATION

S0 Iapection Prior 1o Use .
Conahully inapect e stedls package belore opwwing. & 18 ol rec-
cmmanded ol dhe groduct be wsad o ter the Ve By” dose. W
The naag ey of the 3seie packoge has beon compromiyed prior 1o
hpmduu'lheﬂy'dnnlq..duwdhpndnq;e}m
your locol Madvonic AVE, inc. Bep athve Sor Hewew nformo-
oo, [ e slucda pock o, ully remove the
wimhmwdhpwbbnduh\hmdolﬁu
domage. Vedly that the stent s locoted baiwean the raoposue
mahws Do nat use | any delect ore noled,
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9.2 Materiok Required
2.3 Prapcacion
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00l4kdxmmguldwh
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fCemironl madiom diluted 1: 1 with bes d mormal saliwe.

blodotom devics.

Tomqu device.

. Oponal Theseway stopoock,

3.1 Guidewice luman

Fush

Aglon

Finth Sget D'y Syrsimon. gvichrwsirn. hamim woith bunprivsisncd reorwie scbwe: unill R sul e disiol kp.
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2
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.32 Daltwary Sysine Praporaion

Action
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9.4 Delivery Procedwe
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2
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et bowce ponsag. Wanistoow:n: oy indienis o penbbes ond mory sl in domoyys 40 et sl 18 b forcad.
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@5 Deployment Procedus

Ackon
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QJln\.ﬂm Iebarmaion.

Toble 7: Medronic AVE BaSient™ 2 Stent Inner Diameier imm) vs. Inflation Prassure (ATM]

Steer MEDTRONIC AYE BeSTENT™ 2 STENT INMNER DIAMETER (MM)
ey Deployad stent Inner diameter following balloon defition
) K C B E
ATl . ATk AW AT AT AT
30 1.8 ES A 1% 130 3125
33 330 355 | 340 | 365 | ar0 | a5
0 - | am 05 | 40 | 415 | 420 | 425

*  Nomino Deployment fraause [8 ATh)

** Ruked Burst Presaure for 40 mm domsie: devices
(15 AT
DO NOT EXCEED.

Nowe: 95 pascant of ol dosa pointy will gl within 1 10 paccan
of ble vifues o nomicol deglovment pressues.
mominad invien device speciicoton does sof oke o
account lesion eaincnce. Seen sizing shovld be
conliemed angiographicolly. :

10 PATIENT iNFORMATION
In addiion K he Imsirucions for Use, the BeSianf™ 2 hpﬂ:l

AVE, Inc., ha implont procedune ond Medionic AYE, inc.
COHONGTY shaiy. - .

A Comnary Stenl impkal Cond thal Inchaches ko posent
inlormation and stent implont nformaion. AY pollants wil
ba insirucied Jo beop this covd i thait possemion of ol
Nenes o procedure,/senl iderificolion. (How: The
Cmmqﬁﬁhlﬂui&dubmedhhboddh
Pohent Guidle.}

DISIAIMER OF WARRANTY

NOTE: AITHOUGH THE COROMALY STENT DELIVERY SYSTEM,
HEREAFTER REFERRED TO AS "PRODUCT,” HAS BEEIN MAMNLK
FACTURED UNDER CAREFMLY CORNTROUED COMNDITHONS)
MEGTROMNIC AVE, INC. HAS NO CONTROL OVER CONDY
TIONS UNDER WHICH THES PRODUCT (5 USED, MEDTEONIC
AVE, NC., THEREFORE, DISCLAMS AlL WARRANTIES, BCTH
EXPRESSED AND WMPLED, WITH RESPECT TO THE MODUCT]
INCIUDING, BUT NCT UMITED T, ANY EMIED WARRANTY)
OF MERCHANTABILUTY OF FTNESS FOR A PARTICLRAR PUN,
POSE. MEDTROMIC AVE, IMC. SHALL MNOT BE LWBLE TO
PERSON OF BNTITY FOR ANY MEDICAL EXPENSES DR
DIRECT, INCIDENTAL O CONSEQUENTIAL DAMAGE
CAUSED BY AMY USE, DEFECT, FAUURE OR '
OF THE #RODUCT, WHETHER A CLAMM FOR SUCH
15 BASED UPON WARRANTY, CONTRACT, TORT OR OTHER
WISE. MO PERSON HAS ANY AUTHORTY TO
MEDTROMNIC AVE, INC. TO ANY REPRESEMTATION OF W,
RAMTY WITH RESPECT TO THE FRODUCT.
mmwtm”umﬂmw-u
ond shoukd not be conswead a0 ot 1o -
wisions ol epplicoble low: prmulnndlﬂsbhdmud
Warvanly bs held 1o be legol, waniorcsable or i conficl wity
apphicobla Lrw by o ooon of competerd jurisdicion, the validiy of
tha semoining pasions of this Dischoimer of Woranly sholl not be

14

***  Raled Borat Frasawes for 10 mm and 3.5 mm diometec
devices
|16 ATM]. DO HOT EXCEED.

Mot Do nol axpand the ssand beyond the med clowobl
stond | D (see Toble 1]

Mose:  Balloon perassey should be mondored during inflesion.
Do ol e Rosed Burst Prossune o1 spociied on
procect ket o dis may resolt i o uptured balloon with

40 M 1 ad k.

¥ L

REFEREMICES
The plysician should conseh secent Berciue on curmnl mediool
prockon on sent deployment, such o published by the Amed

cdhg.dcuw/mmmm

The revision umber, momth and yaor o thess msiruchons Is includ
wd bt the e’y Information on e T 8 page of e insvucions.
I tha evar 2 yaars have elopsed beswsen his dole ond product
ue, e o should comact AYE befond ik, 4o see F oddiono!

Informarion s auodoble

PATENTS

Pexcuci(s] ondfor methods of mondackire vnder one of mons of
the lollowing pownt: US. Fotent blos RE 32.983; RE 33,561
5838905 3776160, 6000127, Foueign Potests grontad,
Caben L5, and Foreign Paients pending. .

02000, Madiroic AVE, \nc.
All tighes Rasenved
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BeStent 2. .

INSTRUCTIONS FOR USE

Federal (USA) law restricts this device
to sale, distribution, and use by or on
the order of a physician.

Caution: Refer to accompanying Instructions
Far Use.

IP(atm)
Inflation Pressure

g_#.___l_.

Maximum Guidewire Diameter

Minimum Guiding Catheter 1.D.

[S7enT] O

Nominal Stent Diameter

Post-Deployment Stent |.D.

REF
Reference Number

Sterilization using Irradiation

STERILE | R

Care

Contents

(LT

Lot Number

MSID|
MaxirmLm Stent D

MNormiral Balloon Pressure

MNomiral Stent Lenpth

Rated Burst Pres ,ure

Single Use

Z

Use By Date

-

STERILE UNLESS PACKAGE IS OPEN OR DAMAGED

Manufacturer Manufaciured by: 1 or Technical Information:
Medtronic, Inc. AVE Ireland Limited Hedieanic AVE Inc,
Minnaapolis, MN55432 Parkmore Business Park Wes! 576 Unocal Place
U.SA Galway, IRELAND ! anta Rosa

Tel: +353.97.208000 { atiforra 95403

Fax: 4353-91.737524

@ Medironic AVE

“el; Tolt-free in .5, (328} 283-7868
I ax: Toll-free in LS. (300) 3383101

Re 0. wxxe/1'S28728.C1

)



Medtronic AVE BeStent™ 2 with Discrete Technology™

RAPID EXCHAMNGE CORONARY STENT DEUVERY SYSTEM
Caviion: federal {L.S.A| Law restricts this device fo sale by or an the order of o physicion.

Tatle of Conbenty

DEWVICE DESCRIPTICNN

Figure | Madironic AVE, Inc. BaSmn™ 2 with Discrem Technology™ Ropid Eachange Comnory Stent Sysem
G

aphic
Toble 1. Device Spaciicasions

INDICATIONS

CONTRAINDICATONS

WARNINGS AND PRECAUTIONS

4.1 STENT HANDLING - PRECAUTIONS

4.7 STEMT PLACEMENT - PRECALTIONS

4.3 STENT / SYSTEM REMONAL - PRECAUTIONS

431 Resoving tha Ssant Delvary Sysiem As o Single Ukt

4.4 POSHMPLANT- FREC AUTIONS

OQBSERVED ADVERSE EVENTS
5.1 BEST {BaSeew™ it} Randomized Cimcal Triol

Table 2. Adverss Evarts During the First & Morsh:
52 BeSien™ 2 Regisky

Table 3. Adveria Events During the First 30 deys

53 Pomnkal Ad Evanis

CUNICAL STUDIES

&1 BEST Rondomized Clincal Triol

62 BuSien 2 Regiery

G20 Primory Endped

622 Pohens Saaded

623 Method:

Table 4. Principal Eliwcivaness ond Sofery Resulis {BEST Tilol}

Figwe 2. Survival Fres From Texge Vessel Foiluwe
Tobde 5. Principol Ethacavenuas ond Solesy Rewls [BeSten™ 2 Regiswy]
Toble & Survival Fres From Torget Yassel Follue

PATIENT SELECTKIM AMD TREATMENT

7.1 Indwicuokizaion of T

7.2 Usain Spacial Populo

HOWY SUPPLED

CUNKCIAN USE RNFORMATION

9.1 Inspection Prior 1o Use
ropg |

9.2 Motwriols g

4.3 Praparation
2.3 Gvichrarirn Luwwn, Fusk

932 Dilivary System Praporak

24 Delvery Procedus

9.5 Doploy

Go R k Piocedure

Q.7 in v Ink

Tabla 7: Madmoni: AVE BaSeen™ 7 Seent foner Diamarier [mm} vs. [nbotion Prasore (ATM]}

PATIENT INFORMATION
Bak

PATENTS
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1. DEACE DESCITION
Tha Madvomc AYE BySinet™ 2 with Ducree Technoingy™
M&MWSMMWW!I%
A pre-mounind 11, tainies deel smnl wih ol warhes
arsivarirind in sach end. Thee morkan koot seed viibily undar

Rvormicopy.

- A shaedvoss, opid euchong: ,M&hﬂthﬂh
o ol ding wlizng
o bt prassure balioge.

* Mymﬁdmmwﬁhnmr
Mplw

. ? gty embedied on tha inne shob Lot wach

mddhh*m].y—-dmddndhhm A third
racopaces morher i locoked promal ic the pevhusion sdehcies
Thva mrcorkiers o visdbla urcher Buotosc gy

" Fouth avd Wk sholl moikan am Incoked opmoweaisly of 95 cm
ord YOS o, mapectively, o e diiol i,

Tha BaSiet™ 2 wih Dscate Tachmology™ Ropd Eachongs Comnany Sl
Dby Sysiwm iy a hvokumen coheler wilk [ow idehales promeol I e

bodoon. One bmen Inwasd ke inflolon of ha bolloon. The oy ke pa-

s

The parhusion of blood o tha disinl veassl dusing balloon wlkaton

{ovavage rate of 2oc/min. of nominel prasrsl
2 The ww o o guickewirs la keciliole the advoncamvani ol e cothale
o et frpugh The siencus, 1o be diowd.
Thve BaSiani®™ 3 con be meadioled 1o tha raled bur 9 p | RN, sthand
recvving W plocement of the bolloon wihin e s, 0 opimizs dlan
opposon.
Figurn |
Madkronic AVE BaSien™ 2 Ropid Exchanga Comnory Sent Duliviry Syuem
Grophic
TALK BOND / L SALOCH
FERFLISHCIN PORTS GOLD MASKER GIOLD MAMRKER

3
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MAAREEE i

Table 1. Device Specilications

Stent Dicmeter | Stent length - {  Minimum Stent Rased Burs! Max.
Guiding Daploymant Prasune Allowoble
Catheter |.D. Pressuts {RBP} Stent 1.D.
3.5 mm @ QDb Inch A g o amm 4 Smin
A0 wm 12 mer. C.064 inch L] 1& cim 3.5mm

So



2 INDICATIONS

Tha BeSen™ 2 i1 indicaled for improving ¢ y luminal
cicmater in pothanis with sy lacharic hoont o due
mdmnhdumhmhyh‘ﬁmihmmw
arketies wit relerence veuel domemns ionging kom 3.0 mm to
4.0 wum,

1 CONTREARDICATIONS

T'h.lhs»m"'z s conraindicoted for use in
Poieniy n whom anfipicielet and,/or omicoogulation
tharagry s comrandic ok,

. Pokants who eve judged 1o have o lesion that prevanis
complete infloion of on angloploy balloon,

4 WARNINGS AND PRECAUTIONS
[row clio Sndiiduaizaion of Trecment)

* The spid anchange dedvery ryiem will diow for
parfusion ai on oweroge roim of 2oc/min af nominal
prosure during tha 15-30 second skt deployment
rocedure only. The Rapid Exchange St Delvery
Sywiem i3 ncl inlndad kor use on o wand olore FTCA
perhaion catheie.

. Judicious selecion of polents is necauory unce e use

- ol this device carries the aasocioled risk of subacula
thrombosia, vascvlor compiicalions ond/or beeding
e

. Poanis allergic Ko J 161 sioinkess sieel may s ler on
allergic reaction v this impland.

* Odypllpdumwluhﬂuruﬁnduppmpﬁuhlrm

should pardorm nplokaion of te s,

. Shend plocwment should only be perkrmed ol hospialy
where amargency cowonory oriery brypass grolt surpary
can ba readily parkormed.

* Sukarquent restenosis may recquine rpeatl dictosion of the
ol segment cantaining sthe sien. The longerm ovl
coma loll "fw"""d deshakab
coronary snts i unknown of presand.

* YWhan mulliple 33ents oo requiced, & 1s secommended hol

sent mawerials should be of smdor compoaition.

Long-amm for i nplant is b

 presan.

41 Siem Hondling - Precaiion

* For single usa coly. Do not resmrilitn or reuse.
Mol product “Use By” dale.

v Do not remove slel from I delivery sysem o6 emovol
mary domag ther shent omd/or bead 10 yieel smboltzanion,
Thee BeSten™ 2 Suend i indarached o parfem os o zymem
and ls not designad 1 be cimped onla ancrher delivery

* Stent Dalvary Sysiem should ot be wvand in conjencion
wih any chher slenb.

. Special com must be ioken wat ks handle o 1 any woy
dmhmpoﬂlmanhduhydﬁm This is
most important during ol from packaging,
plocsman ovat guidewhs, ond advancoment fwough
aotaling hamosiotic valve adapier ond guiding cothe e
hub.

v Excessive monipulation, w.g.. 1ofling tha mounlad ster,
mary couse diskudgmant of the & et from dha delivery
baloon,

. Uhsa onily thee approprkow balloon inflakon medka Do not
usw gk of oy gaseous medium 10 inficks the bolloon a3 ¥
may couse uneven sxpansion and dil licully in deployman

of the stent,

4.2 Siand Placemen - Precoutions.

* Do act prepans of pro-infiole the seni delvery sylam
Priot ho sent deplaymant, othet than a1 deacied, Lse
lrolioon purging lechnicue descrbed in sechon 9.3.2
Daltvary Sysiem Praparaion.

. Imphoniing o Hent may ead to dasection of e vessel
digtol gnd,/or prosdmat 30 tha stenied porion, ond may
cousw acue closue of he vessal requidng odditoadl
Inrvanibon |w.g, CABG, durthar dikeation, plocement of
oddiional sents, 01 oher].

* ¥Whan weaing mubiple Jesions, the disial hesion sould be
iy sienmd, ollowed by sesing of the proximal lesian.
Stenting in hic order cloviouas the need W crom the
prcosiencal ssn) whan placing the distol sent and reduces
tha chances for dialodging the posimal senr,

* Do nol expond the siwni & ¥ s not proper ly postionad in
the vexsel [soe Stami/Sysmm Rernovol - Procoumons).

* Maceman of tha sians has ha powntial lo compromise

sidm brgrch polency.
. Donofemodlﬂdﬂurﬂ?mmmhdbuhdm
product lobel. Balloon p shewid be d

during inflrion ImCmpIIUKQC!m-TuHUJ’I. Use of
preasures higher thon those specied on product lobel
mary rasull in 0 uprured bolloon and po mnal intimal
domags and dasecion,

* Siont roirievol methods [use of odditonal wies, snares
and/or lorcep] may resh in oddibonol Wauma i the
coronany voscukokem ond/or e vascular ocoess s,
Comphcations con mclude bleading, hematoma o
pseudoaneuryssh.

. Duwingy porhusion, he uvsa of presswss greceer thon
nominal [8 ATM] lor sini deploymens may compromise
the: parlusion capabiliy and guidewios movemant duting
inflotion ol tha swent delivery sysem

43 Swnt/ Sysem Ramoval - Precoubons )

H balloon was not expandad, caretully withdraw shert delvery zys-
e inkt guiding cotheer, using luercacopic guidance 1o guard
ogainal s movemant on e bolloon, H any sisel movement is
devocied, or resisioncoe is ferl, coase rahackan of once ond pro-
cond1c 43 |

43.1  Removing the Sweni Delwery Sysem As o Single unll

¥ it is ot possaiioe o reinact the sieat delivery sysism solely ino the

guding coshater b shoukd be removed o3 a single ool This must

bedmcundﬂdrlclmndim%hammpy
M actous e lesion ond
pulbocilnlmdviwqqmwlln
prosimat bakoon maocker of the skent delivery Bysiem 1
olighed with the: dalal iy of the guiding colbalar.

* Tha guiding catheler ond the sient dalivery sysiem shovkd
be coretully ramenvad hom e cotonary arlery 03 o single
unil,

. The system should be pulled back irso the descending
aona loward he oneiicl shaath. As the disial end of the
Mcﬂhmuﬁalnbﬁnumﬁiﬂhh

g 3cfe withckowal of the
snmddmwmhohw&uu:dnmmdﬂ»
subssquant ramonal of ke sien delivery rrvmm ond he
guiding cothe ar hom lhe onerol sheath.

. Foikure 1 fofaw these sieps ond/or opphying excessve
fonca ko tha stank delivary system can patentally rewl in

4
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5

loss or dkmvage 30 the slent and/or slenl delvary sysiem
components such ai tha bolloon,
PostHmplont Precoufions
Caose miss ba swarcissd whan crosing o rewly daployed
m%mmwlwsloﬂmnu
ichwwisn, or @ balloon cothe ter ko owokd
damplnghlbdmf
D‘"ﬂ ag ! j [MART)
banty pOK-shant il vt e shert has
MMMMWM&JW:M
Impont] 4o minkmize the po nital for migraion. The senl
mery couse anllocts e MRl scans due 11 disiorion of he
mogresc hald.

OBSERVED ADVERSE EVENTS

The: BaSsen™ 2 was dusigoad 1o resain very smilor fundameniol
mddudwdeMGhuWkw whit

such o8 tac kabilly, Redbiy:

H P | b o

conksmabiily ond wasel woll coveroge. Due 1o the smilorites in
design, the BaSieni®™ 2's longéem periomonce will be supporied
by the siemonth cinicol sucomsa of e BeSiwat™ o3 clieicolly
wrolvohed in the BEST Taal, Addonally, acuie device
prariosmonce {delverabldiry} of the BaSmna™ 2 R cothe bor s
based on e chnicol svalucian of an addiional Medionic AVE
st mounted on the idensical cotheter.

Atoil of 652 pateris ware sniclled In o randomized, hitywo
1321 multh- canier Chnical Trial 16 show squivalence n lalederm
clinical oukcomen b ha Madwanic BeSlenP Cosnory
Sient ond the Molmaz Schatz® Sieat [PS@) in de nove oad
rashcic nove coronary Muons. O thase, 325 meceived the:
BeSiwn™ Comnory Stent ond 327 posients received the
Palmaz-Schotz® S [FSE). Aokl of 227 patienh were
aniohed i o separome reglsiny with tha BeS ™ 2. Thesa potens
Form the basis of the obee vad events reponied {see saction 6,
Chotcal Shdies).

Summary of Clinicdd Triol Potiet Enroliment

Peamaz-Schaiz® Stmms- Canwol
BaSieni™ o BaStans™ 2 Coronary Polemt Totols
3_23 37
832 137 (R
Petier Towals 552 79

x[ﬂS%éonk:l

Mm%:mr?ﬁmﬂ Palients)

Potients in Bay Triol

BEST TRIAL
Ba Swnt™

Compcokon {m=325| {r~327)

Ay Acverse Events 10.8% |7 6X,14.7%] [35/325) 10.1%[7.0%,13.9%] |33/327}
Early (whosgial] 9.5% J6.0% 13.3%] {31/325] 7.3% [4 BX 10 7%] (24/227)
Cutol hospial 1.5% [0.5%.3.6%] {5/325} 31X [1.5%.54%] {10/327)

Drocth Towd 04% §0.1%.2.7%) [2/325) 0.9% [0.2%.27%] (3/327]
Ecarly {inhospitol] 00% 0.0%,1.1%} 0/328) 00% J0.0X,1.1%] [0/327)
Tkl hosphal GEE B TR [2/3 DR I7R] )

Cowove M Toad 1.5% [0.5% 3 6%) |5/325 15% [0.5% 3 5%| (57397}
[y m—— 12X [03%,31%) [4/325 0.6% |0.1%,22%] [2/127)
Chiol -hosphdl 0.3% [0.0%.1.7X] (17325 0.9% [0.2%.2.7%] (3,/327

[2.5% (115 4.9%] (87325 2 1% 109K 4 4X) (7 /7
Early [indcapitl) 2.5%[1.1%.48%) [8/325 1 8% |07% 4.0%) |6/327]
Ovtol hospitdl aoslggl 1%] 10/325 0.3% [COX1.7% [1,/327)
[Emergent CABG Towl DX [0.7%,27X] [3/325] 0.0% [0 V8.2.2%] [2/327
Ty Tnbospad] XD /005 |06%[01%.22%] (2/327)
mdbsp-ul TROLIIYW3E - [OOR DUkl

Tt Thomboas Tord 09% P2%, 27%) [3/325] 5% [0.3%.35%] (573

Endy(hhmphd] DX [0.1%,2 7%] 12/ 925] DO% 10 1%, 2. 8] [/ 78
O [OOR TR 755%] DR 0282 7% 13732

w....,?m““’“‘ 18X [07%.40%] [6/325! 0.0% [0 1%,2.7%) [2/327

Veuouior Complications 6 2% (3 6X.9.0%] 120/3251 AR[2en7axl(18/3271 |

Corebrovoscwa Accidwnls 0.7% [0.2%,27%] [3/325] 0.9% [0.2%.2 7%] [3/327]

[Bren Debivery Fodice™ ™ TRORAI /508 |1 2R[0% RI&/32] |

* Asoy Aot Event = Ducth, Q wave Mi, nonQ wove M, CABG, shen! thiombols,

blawding complications, wascwor complications ond CVA

I*Myluﬂqdhﬂd

botmnbspldenmundmmd-lmplld
In the avent Iotal. Hence, the sum of

venl thary ase counsd oncs in wock
nlmphdmmmundﬂwmﬂwldmu

* “Stwnt Daiivary Fahme: Fﬂhtbdewﬁehﬂuwg\edmanly

5
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5.4 BEST (Bogwn ™ Iriof) Rondamized Chnical Triol
A vl ol 325 polienh ware errched in e BeSwn®™ am of the
BEST Trial ko show stpivaitecs In low-lem clinical oucomes
b the Madeanic BeSun™ C, v Stend ond tha
Pobmaz-Schetzdr St {50 In da novo and resenalic. nolive
monuryluiuu Mumdnillmﬁuwh

} one or mose adverse evenis during the firs)
mmﬁdhﬂowpmmﬂdhn?luﬂ
Polmaz-Schate® convol polisnty. Adverss svents seporied dwing
s fie o six monthn, aeo shown i Toble 2.

52 BaSwns 2 Regisry

A toicl of 227 posents waoe sorolied In o mulllcanier gy 1o
euulmhndwﬂdﬂmcydhwmﬁ?hrmm
of = y o bory ok Adhucss wwnks rep
ﬁrmhhn”dwsmhmnhﬂ.:’ A rodal of 11 o
227 patant [4.BX} who receved ha BaS m™ 2 sparisnced
o o mine aivene evank during he first 30 days of lollowup.

53 Pomensial Adverse Evennn
Advecsa evares lin alphobetical ovder) may be onocioled wih he

use of @ coronary 1ienl In native coronory o mres [including thae
lwed in Tobls 2 ond 3).

Acute myncardial inkarclion

Anhythmios, Inchuing VF ond ¥ T

Death

Dissaction

Dreg reacions o orviplorelet agens/s N
Emboll, distat falr, %uwe of thrombotkc embol)
CresesCovry My b S
Hypomnsion,/Hypermnsion

Infwcion and poin of insertion sie

lachewmio, myocardial

Perlorition

Pasudoonsurysm, lemors

faswnos ol slenied sagment

Speasm

Seent embal.zakon

Shwnt Wwombosis,/oochusion
Siroke/Cembovasculor Accidant

Todl ecchsion of coronary arlery

P N L R T T T S S S S

Table 3. Adverse Events During ke First 30 Doyst
BaStant ™ 2 and Palmaz-Schatz® [from BEST| Patiants
X [95 X confidence interval] (Number

B Somni™ 2 Paimar-Shatzd
Comphcaton |M=2271 N=3271
Arvy Adhvarse Evants A9% (2.4, 8.5%] [11/227) 0.2 [6.7%, 12.6%) (30/127)
Eody [InHoapial] 3.5% [1.5%, 8.8X) {8,/227) 7.3% [4.9%, 107%} [24/327|
Oupobhosphial 1.3% [0.3%, 3.8%] (3/227) 2.1% [O9X, 4.4%] [7/327)
Crwcth Torl 09X [0 1Y, 3.1%) | 2/227) OO [0:2%, 27%] |3/327
Eady [InHosphol| 00X [00X, 1.8X] [ 0/227) Q0% [0:0%, 1.1%] {0327
Outathaspiicl Av% 0.1%, 11%) | 2/227) o9%i02% 27%](3/327)
©'Wove M Tokad 04X (00X, 2.4%] | 1/227) oo llgn 2.7':} %z?&
Eady [InHosphal) 0.4% [00%, 2.4X) | 1/227) 06X [0.I1, 22%] {2/327)
Quickhosplial Q0% [00X, | .6%] | 07227 ORI 1 751113221
Non Gl Wave Ml Torl 0.9% [0.1%, 3.1%){ 2/227) LBY% [O7%, 4.0%) |6/927]
Early [In+Hosgiol] 0.9% [0.1%, 3.1%}{ 2/227) 1.8% 07X, 4.0%] (6/327}
Ourathospilal C.O% [0.0%, 1.6%{0/227) 00X [D.0% 11X [0/327)
Emesgent CABG Tolol 04% DO%, 2.4%] ( 1/227Y 08X [C1%. 2.2%] [2/327)
Early {InHospirlj 0.4% [D.0%, 2.4%]) | 1/227) 04% [0.1%, 2.2%) |2/327}
Ourobhaiphel 00X [0OX, 1.6%]| 07227} 00%{0.0%, 1%} [0/327)
Sawnt Thioembess To) O9% [0.1%, 2 1%} | 2/227) 1.5% [0.5%, 3.5X} |5./327)
Early [InHospiol) CO% [00%, | 8] | 6227 068X [0.1%, 2.2%] |2/327]
Ouicthospial 09X 10.1%, 3.1%] | 27227 0% {0.2%, 27X]2/327]
Blaading Compications Requidng
Transhuion 1.8% [0.5%, 4.5%] | 4/227) D&% [0.1%, 2.2%] {2/327]
Vascular Compiicatons 0.4% [D.OX, 2.4%) | 1/227} 49% |2.8%, 7.8X) 16/327)
Curabrovaseular Accidents 0.% [0.0%, 1.6%] { 0/227) 09X fo.2%, 27%] (3,327}
Stent Dulivury Fodura* 0.4% [0.0%, 2.4%] [ 1/227} 1.7% [0.3%, 3.1%} |4,/327)

Y

“Any Adverse Evond = Deoth. G wave M1, nond wawe M, CABG, s #

voscubor compliootions and CVA,

it Llosrng comodk
¢

NOTE:  In coses whes o polent axpartenced bo on inhospea! svent and on sutobhospiol svent they are

<ounid ance in sach geoup.
pial wvend ok and The

e cound onby ance In e svent lokal. Hence, the sum of the

avent ioie may nat aqual the ool svevt role,

**Sinnt Dalivary Fole: Follure to delher he Tnst ossigned
FThe BaStoot one Peb e D s e oo

6

ik Ot QPR Op
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&, CUNKCAL STUOIES

&.1 BEST llandoml.udﬂhioul‘friul

Atad of 532 p e Med in @ randomized, thiny
{32|mmmwmmwumm
clinical , tha Madimonic BaS wn®™ Y

Siont ond the: Polwo-Schatz® Shen (PS8 In de novo and
resienolic noive cosonary lesons. O thasa, 325 mcaved he
BeSien™ Comnory Sent ond 327 pakenss received the
Paimaz Schour® Smet [PS®). The pamary sndpoini was
shafined 01 Major Adverse Clinicol Events [MACE) of t

6.2 BaSkn™ 2 Ragairy

The BeSieni™ 2 Regisry wos a prospective, mulikcsnter nonon-
domized wiol conducked of sigh | 18§ siws wihin the Uniled
Sictes and thepe Mickle Eant sbes This imgiewy Inchudad 727
polieniz with de rovo ond esacic nolve coranary arlery
lesions. An indiepandent Clinicol Events Comnikes adjudicoted
off of the malor dinkcal endpoins and chinically drivan TIR.

6.2.1 Primary Endpolnts
The primary andpoin in the BeSeols 2 Regisry was defined @

MACE wos delinad i the occurmnce of any of the following:
decth, G wave or non G wove ML ameigen CABG, & krget
lesion revescuionizaion [TLY. A cinicol & venk commines binded
1 the kectmant arm acudicaied ol aor chrical avens ond
clinicolly drven TLR.

Of e 652 pollents siudied, 325 subjacis wars rondomized 1o
the BaSient™ arm. Sixyanven percent (218/325) were males
ranging in age kom 14 o 90 yeans wih on owrage of &0 & 11
years imeons £ 5D} In the 327 potlents randomiped 1o Polmaz.
Schoir®, 4V (225/327] wem mokes ranging in age kom 24 1o
1 with on ovevage of 61 £ 11 years. Elgibiley was demrmined

Major Adverse Clnicol Events {MACE} scse, tha composte of
decth, G wove of i) wove my dodl indorction,

cotanory o lery bypass s gery, of larget lesion revasearizotion
[TLR) ot 30 doyx

&.2.7 Palberiy Shedied

Of the 227 pofients sudied, 68.1% wore male ranging in age
from 36 1o 83 yeors with an overoge of 62.4 yeans 1 0.6 mean
150 AN prtents prasenied with angina or o pasitive funeNancl
ucly ondf were undergoing alecivge sngle de nove of restenciic
fasion weatment in 0 Aotve coronary artery. Elglble potients baod

by the presence of anging ar posithr ancional sudy [Exercise
Tinodmdl Test). Pakents wers kienhed for wlecthve siuniing of
dht v OF HsienoRc lesions In nolive Coronary arwees having
vessal dicometer bahwesn 3.0 mm and 4.0 mm with o leson langth
of }£25 mn, which could be covered by on appropriole lengi
Medonic BaSienf™ {BeStent™]. These patients under went

ball gloplasty | 1:1 balloon &y oriery roio] of ar whick o
slon] dalvery sysam ol the appropricle size wos saleced and
deployed in e naftve coronary orery. Posr deployman
dikiction wae perhormad wlizing o high-presswe balloon having
o l:l Mnnhwmmbohmuphdshmuppnm
The . 1o 96X of pasents was
GQSWdaydummd.m%mpihhdhuné
months and dclopidw 250 mg mice o doy for of leay 30 dopy
ta A7% ol the pekenis. Ar the discrssion of the invesigolor,
bernative thempy wos cllowed o plienal resulls, which
wars clefived o3 >30 mn shenh impharsed, > 10% residuol slenci,
any raskdual dizsachion, TIM: flow g iode G 1, o e prasence of
theombus.

Chnicat follow-up inervoli kor ol kecrad patecs wete 30 day, 6
montha and 12 months. Andmrofpaﬁmﬁmlsomuln
wach orm of tha rand | Wy}

follcw-vp o sk o, thodpmmirdadndhh
inferHo-reat efficacy anahis. The Frncipol EHecivesess and
Sofwly rmeubs lor twe BEST Randomized Triol [BeSwn™ ¢ d

visuoly d i+ % 28mwn n lngth n 0 mojor covonary
adery of major side bvonch 2 3.0mm ond £ 4,0mm in
diometer

5.2.3 Mathods

Aakiants in he BeStent™ 2 Repgisiry undlerwent balloon angicplasly
[1:1baloon 10 of lery sako] ofer which o ssem delivery sysem of
the approprie size wos selaced ond depiowed in the notiva
coronary arwry. Pos deployment dilovolion wos parlosmaed
usizing a highpreviure balloon having g 1:1 bokoon Jo orery
ratics to olbloin oplimal sl appostion, posprocsdus for al
patients. Basline quankiclive Coronory ongiog mphy wos pes
formad preprocedura, Idlr.mhq device deployment, and oler

Fnol neaimen.

Cﬁnmlinlwupmcamhhdﬂ)ﬁdws Tha

d 1o 92.1% of he potents
was 325mg/day of aspiria for ot keoo 30 des. Clopldogral,
75mg once o day, was adminirered to 5025 o the polients ko
ot lmas 14 days.

Tha principol elfectivoness ond solwy casults for the DeSmn™ 7
Rrgisiry are compored & the rewks of te PolmozSchaizh
comval group in the BEST Randomized Triol ond ane presenied In
Table 5. Thuse wo sudies ware nonconcur et and sialisicol

P

bwmwmmu-dhhhhd T roion of
n vl vowiobies Jo TIE wes ) The
wmd!mmwmum total hength
of sents implanied ond pres Hnasis.

ts not oppropriie. The relgton of baselive and
wmdwuhhnfugﬂhmtmmmllms
ecamingd. The sialsical pradicion of TLR were poshprocodure
MLD ond 1ol langh of sien Implonad:

A



Table & Principal ERectveness and Schey Resuls [BEST Trial}

Ak Randomizmd Polenty Traowd [N=652 Pofienz)

ismﬂmb:lodnyl

Parcent [95E Conkdence interval] INumbaerd
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Toble 5 Principal Effectivenass and Safety Results to 30 Days for
BeStent™ 2 Registry [N=227 Pabents]
Percent [25% Confidence Interval] {Number}

|Efhexcy macaures BaSpni™ 2 Pofmaz-Shatx@

[Acue Procedure Succens
PouProcadure [nSenl MLD fin mm}
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Table 6. Survival Free from Target Vessel Failue
Eventires Survival £ 1.55E
All Patients Trealed [N=554 Patents, 557 Lasions)
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7 PATIENT SELECTIOM AMND TREATMENT

7.1 lndiiduokzotion of Traament

Thve risks and banolts dascribed above shoukd be conohily
considered o wach polkert befors use of BeSkn™ 2. Poken
uhdmiuchmlnhemuﬂdiuldmhd-uw

garding risk of prolonged ¢ Sharing shoukd be
Whuﬁdhmmmdw&mkdbhedhg
Iagmmﬂmmguamsupemdur

} [vom C chicot

Premaorbid condiions that increase the rak of poor Inal vesdls or
the isks of mmucgency retenal for bypaw wigeey [dicbeies
metiiva, rencd bodure, and severe obesity] should be raviewad

Th 1 [ --mb .I - I' le".'d

' i one) proedura backors. These iy
nﬁdmwhulunJOmhkup-mdnd

poor dinal Bow, ond /or 4 n
mmhuummamhmmd
a thrombus o disseckon Is considered o marher for mbeadquent
thombokc occhaion. These poients shoukd ba moniored very

covafully during she Bt morsh ofier shen Implaniolion.

72  Uhein Spaciol Popuiatons

Tha sty ond e ecthness of the Medimonic BeSen™ 2

Cumu&mbchmy&/mluumbmubhbdndn
Pesianis with uvesohad vesn! trombw o the lesion sia.

. Poients with cosonary ormry seh vaual o
= 3.0 mm.

* Pabents with lesions located in the unprolscied el mon
cavonary onery, ostiol kesions, or lesions locmied o o
btfurcamon.

. Pakents with diffuse dueass or poor owtflow disial fo e
idenified lesions

* Pobents with mosnl ocuie myacardial inkmcion when
thare is evidence of trombus or poor Row.
. Polenis. with tesiencic kalons.

The solaty ond stiocivaness of wing machonical otwieciomy
dervices l&oclond dwodmycduhu, rokational athersciomy
i ), of loser ongs v cath I trerah skt shoncals

o ot been astablished

B, HOWY SLUPPLIED

STERILE: Thi device is sierized wih ebwam rach Hia
inkended lor singhe use only. Nonpyrogesic. Do not use i
pockoge is opaned or domaged.

COMNTEMTS. Orm | 1] Madivonic: AVE BaSien™ 2 with Discres
Technalogy™ Ropid Exchonge Corongey Stant Delvery Sysem,

STORAGE: Skore in 0 cool, dry, dork ploce.

2. CUMICIAN USE INFORMATION

9.1 Inspmchon Prion o Lse

Coraiuly inspec the smle pockoge belore opening. It b nat tec-
ommended thol the prochicl be used alier the *Use By’ doe. If
the ety of he amle poackoge has been compromised prlor 1o
the product “Lise By date [e.g., domage of the packape) conlact
you local Madivonic AVE, inc. Rep bor sern informe-
Son. i the iedla packoge appecors inkact, conehdly remove the
s from tha pochoge and inspect for bersds, kinks and o ther
damage. Vesify thot the senit s bocaed beterwen the rabopogue
maikers. Do 0ol use d any defacts ore noed,

11



9.2 Miniwriols Recuied

Guowly | Mol

Approphiche guiding cribaies [ses Tuble |- Devica Speclicosona)

maw

Nomuol Solies.
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Hotoling e wobes.

[Comirnat mudur divied 1) with hapariniznd normal sokee.
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ey

Chyvanal Thraa-wioy slopcock.

9.3 Fwpusriion
2.3.1 Guidiwien Lumen Flh

Achan
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i el room B v Mo

Toacon prolucis ol Covenng Fom be sas/bolloan. Com should B soken aol i st the sart.

Vil thal v en & posdonad bainaan thy panudmal ond disil bkoon sorkee,

9.3.2 Dulivacy Systm Preparalion

Achon

ﬂaMawﬁSudemﬂ-mll:l]

Ascch i celary by e ond apply negobe praets for 20-30 saconds.
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9.4 Dadvery Procaches

Achon
meh%hmdﬂdmhpm.

Prascilinie fun lasion/vasnsl wilh oppropsiols dioreier bollonn hewing & i of 1:1 with the dameier ol

hcimivns nairel prostuss oo imkoRon ddon. v, roiiing hemosiole vobat 10 aliony or sosy possnge
of tha slan,
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nidlldll
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WNotm: ¥ T physichon encoasis Fasoncs i e 1m0l dellvary sy aem pior ko aniing tha gukiing

{ cothaier. do not forow possage. Beasioncs my indeola & pechlen ond oy mrdll in danags o the
sont ¥ 1 is Jorcad. Maokninin guidkrwine plocemant acros the lesion and re w e slant dalivery syiem
s 0 Sngle vl (s 5,/ Systom Remoradl - Frocouiond]

Adrorce debetry wyuinm cvas e guidewin 1o fhe torgel leakn wndet deec Rucsusonpic asalizoton.
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9.5 Daploymant Prcedums

Swep

Action

7

sent by infiniing balons o maminl aneus & sepond the el
Mo Ravier 1o prodiud lobeling and Toble & tor the proper siew Inflollon prssrs. Tha Madironic AVE
Bl 4 wih Ducrate Technokgy™ Ropid Eachongs Coraary Stent Dalvary System may be
rnmlotnd bhaynnd remitol, wihcul sposioning, up o misd bur sl i s complel apposinon of e
shwrt 10 that ey wol.
Do wal ascond Rosac] Syt Prassurn. D il apcnd the sianl bayand e reademum allowoble send LD
]lm'l'd:hll

Ihalnicain nfaion prassver ko | 530 permd kar kel sopovmion of e skeni cesing which tha uidewi's
oy oo rairaciud] b the mackopacqes arkae prosimal w0 the parkisan sideholu [me Figuse 1] s olow lor
ouarmge Row ol Zoc/min. of dei ol Row of nomincl prasssm. Mot T reichsntes pul bock sho i be
pankorrand trky ot duuring tha ecomoended | 530 wcosds. of deploymant tme. Mo Duing
pachsicon the von of prasuuras grecier tham the nowinc] (8 ATM] lor yimnl deployment moy comprmes the
anhoascon copobiby and guidewwir mowrresd during iWioion of the slest delivery sy den.

Rapouion thy guiceryire aceos e aan during deploymesl, Now: 3a canshul nal 10 el the guidewire
Mrough e perution sceholes. Do ol sacead Raked Sural Presses. Do a0l spond the went bayond
e yirnum. hewobls ward 10, (e Table 1)
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st 1> perseary t st s il coniacd with the: onieviol woll upon deflolion of tha balloon.

9.4 bumowal Froceces

(Db e trlicen by pulbng segaiws pressse on tha nlolios devics. Alow ool Y, of lnost 20
for Sl bolioon cleficiion. stenk s bven bt clafrsion.
Opan the hemosiche vobe 1 ol iwmcnvol of the delimey oy dom.

Mowiain poafice of guiding cotheser tid guidineies ko pravent | o baing drawn inks tha vassel. Vary
shorarky, vt thva bxalbacm from the 5 et moinkaising regolive wuciion, allwing reweemnd of e
mpoccaichus 10 giwlly dalocge the baloan Fom the sest

Advar ramovl of the delivary sy1iem, ighisn the hemos obe vahe.

| -
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A o bolloon infokon Moy be tequed 1o snue opiimol senl expanaion. In such istorce,

dani, bigh bdkoon of odecpoke die e cme
muhlﬂ“qﬂﬂmuhgulmdbnﬂamhmdbmﬂhﬂhﬂuh
smciier or ciifusnly danosed vasands, tha e of high balloos inflokion presunet Moy owsrsupond e

gl chusial 1> s simnd aned could mewll in il disacion. Do no! expornd the Wadieaic AYVE BeSien™
2 st bty the snauirmam oligwoble weni LD [ua Yol §).

The find inkpmal shenl denater shoukl b wauol 16 o sghily lorges than the prouimal and distal reference
sl clicmbars.

Napact vy k> avoluie ond < chute ik o
mmhmdnhhmdumﬂ“bwmhmw
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9.7 In wire inbormpcaion.

Table 7: Madirenlc AVE BaSten™ 2 Stent Inner Diameter [mm| vs. Inflation Prassure {ATM|

ot MEDTRONIC AYE BeSTENT™ 2 STENT INNER DIAMETER (M)
D';::;" Deployed stent inner diameter folkewing balkson deflation
L] W n 12 13 14 15T | 18t ¥ L]
AW ATW ATM AT AT AT ATM ATM | ATM | ATK
10 2.0 310 AL 120 31325 1% 335 345 | 350
35 31.30 360 | 3es [ azp] 375 | 30 | 385 i 400
40 1K 4.10 415 420 425 4.30 440 | 445

. Nowinal Depkoymend Prassure [B AT}

b Rotwd Bural Prassure fof 4.0 men diamaie devices
(15 ATM). DO NOT EXCEED.

*++  frumd Burst Prassure for 3.0 mm and 3.5 mem deame jar
davices |14 ATML DO HCT EXCEED,

Note: 95 parcanl of ol dosa points vl foll within + 10 pescens
of toble vakues of nominal deployment p Thes mominad In
vito devica specification doas nol Ik inko account leslon rexls-
Tance, Skent sizing shoukd ba confirmed ongrogephically.

10, PATIENT INFORMATEON

I addilion io tha Inskucions. for Use, the Medmnic AVE

BaSien™ 2 with Discrate Tochnology™ Ropid Exchangs

Coronary Stend Celivery Sysem i

packagad with oddisonal specic Informaian which inchxe:

* A Poent Guide which Includes inkoimalian on Madmons
AYE, inc., the implant prooedute ond Madiankc AVE, nc.
coronary shents.

. A Coronory Stent impland Cord that imcludes both pofient
infomakan and atent implont Informasion, All potisnts will
be instucied ks kewp this cord in their possession d ol
¥mas for procadwe/ stent ideniicolion. [Mow: The
Coronory Stent Implosi Cord is located i the bock of the
Pkt Guich |

REFEREMICES

The physicken should conssk scent llerature on currest medical
o o sher deployman, such a1 published by e A
Collage of Cardiclogy / Arwaicon Hear Associalion

Tha sevision numbar, month and yeor of hase instrucions s
inchuded kor e wser's information on the bt page of e
Inskuctions. in the svart 2 years krve elapsed between his dole
and product use, the user shoukd consoct AVE kaland 11d, 1o see

PATENTS

Product|s] and/or sahcds of monuboctue under ona or mone of
the following Unaed Stales Leners Polest 4,.581.087; 5,728,067,
5.776,161; 5,834,965, 5900 484 6,000,127 Chn U.5.
Poserts pending. Forsign Polants gronted ond pending, Uicensad
uricler ol lect ona o1 more of the following Unied Siokes Lawers
Pt 4748.982; 4762129, 5,040 548; 5,061,272, and/or
oy othar pasnts o patent opphcofions which chom

pricrity therelo of therefrom,

Mol Do not axpond tha sian beyond tha mazimum olicwoble
et LD [sow Tabde |]

MNote: Balloon pi should be d during inkakon,
Do nor exowed Roked Bursl Prexsuns us specitied on product lobal
o3 this may 1esl i & uphured bolkoon wih possible ttmal dom-
aga ond dissection.

TASCLAIMER OF WARRAMTY

TE: ALTHOUGH THE CORCINARY STENT DELVERY

TERA, HEREAFTER REFERRED TO AS "PRODUCT,” HAS BEEN
UFACTURED UNDER CAREFULLY CONTROLLED
NOTIONS, MEDTROMIC AVE, INC. HAS NO CONTROL
R COMOMIONS UNDER WHICH THIS PRODUCT IS

ED. MEDTROMNIC AVE, INC, THEREFORE, DISCLAIMS ALL
IARRANTIES, BOTH EXPRESSED AND HAPLED, WITH

ESPECT TO THE MODUCT, INCLUDING, BUT NOY UMITED
, ARNY SMPLIED YWARSANTY OF MERCHANTABIUTY OR
TNESS FOR A PARTICULAR PURPOSE. MEDTROMIC AVE,
MG, SHALL MOT BE UABLE TC ANY PERSON OR ENTITY FOR
MEDICAL EXPEMSES OR ANY DIRECT, INCIDENTAL O

DULT,
The excusions ond imilations set oul dbove o nct inkeaded to
and should not be d 10 o o co okory

provesions of applicoble low. # any pant o1 lerm of ts Disc
dwmkluldnhlhgul,undumd*alncodldwﬂ\
opplicable lowe by 0 court of compasent urisdiciion, w volidiny of
e 1emoining portions. o this Disclaimer of Warranty shall not be
oliected.

©2000, Madwonk: AYE, Inc.
All Rights Reserved
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